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W^WrPl, 528( 3r ).—3RTT«R wnft 1Wr, 1945 ^ ^ ^ fwff ^ ^ 3 ni^, 

1940 (1940^23)^^12 3ftT33^'<J1'iWiiWR 4f<«IK 4><r4l«l 

I^TMFT) ^ 570(31), 7It 6^ 14 3IW, 2002 % 3T«iH >?R0 % WW, 3<mqKU| vm H, 

^ 3,-3^ (i) TnfNff 14 3n^, 2002 ^ 1-2 qr, ^^3qf^^ Iff] 

TTsn^^irfirai '^m\ ^'3^?^^ ^■ni *ff, fin ^ ^ 

30^ 3?It ti5iW HM] "ni? 

3?lT'3^xi3m^3rfirai 14-8-2002 \ 

3?l< '^44 '3Bm ^ 30^ ^^*04 HiHAi SKI ^ f^’W t; 

3?k%^4 W«WI'^'3^3!lll^»m^<?Rri2 3?lT33^3rtW3?JK3?|«|fl| ^c1l84>K^^WRf^%«1Ti; 

3RT:, 3W, %>’^4 12 ^ 33 SRI iP;H y>fa!4f ^IPlK'gfR^ ^ ^<y1 1 ^4>H 

■4>l^%'q?^3^hrfn3^< 9«l«(4 Pl4H, 1945 ^ >3 j k % 1 ^ f^Hf^RaO Pt40 % atgrfq^ 

1. ( 1 ) yr ^ ^ gfNfirgjk ^wiil ( ^qi -^Iti ri) 2003 1 ( 

✓ 

(2) iwRrT ^ ^ 31^ ^ I 

2. 3 ^hf%r 3 ?k 'SRmiB wnft 1945 ^ ^ 5 3 ?k wifk^ 31WW % PtHfaRso 

3PT;TEsnf^ Rb4l 'STiqin, 

*‘6 ' 3tN¥r % 3?«4pt 3 sfk *3^ sitN ^pn^i ^ fMf % 

3Tqft«Ki ^Pidy 5Rr ^ "q? 3t^ f 3nqm 3{5irf^ 

1^1% 30^10 ^ %■ WT % wm ^ 3TO 

3ftT3Rrra*Twnfti 

tiOCT%RlHPmf^<l 4lff Ml 
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(cth ^hl «ii ^5»*I1 nft;oitiiqjH 3 
'SNh % 3I^?7«IT 3rtf^ STFIRT 

%Rii<hh% r* 

[u Xriioi4/i/2002”T^hp?q?n^-#^^] 

Hq i *ft WMKNH, 

MK PiHH 28-10/45-T^g ^ 21-12-1945 SJ<I 

m'^.f^I. 648 (>31) 16-9-2002 

MINISTRY OF HEALTB AND FAMBLY WELFARE 
(Dqiartmentof Heqltii) 

NOTIFiCA'nOV 
New Delhi, the 8th July, 2003 

G.S.R. 528(E).—^Whereas a draft of certain rules furtha: to amend tile Drugs and Cosmetics Rules, 1945 
was published, as required by Sections 12 and 33 of tile Drugs and Cosmetics Act, 1940 (23 of 1940), at page 2 
in the Gazette of India Extraordinary, Part II, Section 3, Sub-sectkm 0^) dated the 14th August, 2002, undathe notification 
of ttie Government of India in the Mini^iy of Health and Family Welfere (Department of Health), Number GSR 570(E), 
dated the I4th August, 2002 inviting objections and suggestions from all paeons likely to be affected therd)y, before 
:be expiry of period of forty-five days from title date on which copies of title Official Gazette containing the said 
niuification were made available to the public; 

And whereas copies of the said Gazette were made available to title public on 14-8-2002;. 

And whereas, objections and suggestions received from title public on the said draft rules have been 
considered by the Central Government; 

And whereas the Central Govanment has consulted the Drugs Technics Advisory Board as required imder 
Sections 12 and 33 of the said Act; 

Now, therefore, in exercise of the powers contoed by Sections 12 and 33 of the said Act, the Central 
Governtnent, after ccnsultaticn with the Drugs Techrucal Advisory Beard, hereby makes the follcwing lules ftulhei 
io amend the Drugs and Cosmetics Rules, 1945, namely :— 

1. (1) These rules may be called the Drugs and Cosmetics (4th Amendment) Rules, 2003. 

(2) They shall come into force on the date of their publication in the Official Gazette. 

2. til the Drugs and Cosmetics Rules, 1945, in Schedule D, afta" item 5 and entries i^lating thereto, the 
foilow'ing shall be inserted, namely :— 

Class of drugs Extent and conditions of exemptions 

‘‘6, Drugs and cosmetics imported for manufacture The provisions of Ch^t^ in of the Act and rules 

and export by unite situated in “S^iedal Eotmranic thereunder which require them to be covered by an import 

Zones” as notified by the Govemm^ of India Ucence, import registration and inport through notified 

from time to time. port of entry, subject to title conditions that these drugs 

and cosmetics shall not be diverted for sale in the 
country: 

V Provided that such inported drugs and cosmetics may 

be permitted to title domestic area if titiey meet the 
requirements of standard procedure for inpoit and 
registration as required und^ Oi^t^ III of the Act and 
rules thereundCT.” 

[No. X-11014/1/2002-DMS&PFA1 
BHAVANITHYAGARAJAN, Jt Secy. 

Foot Note,—The Principal Rules were pidiU^^ in the Official Gazette vide Notification No. F. 28-10/45-H(l) dated 
21-12-1945 and last amended vide GSR 648(E) dated 16-9-2002. 
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